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Qxybutynin chivde Is a white crystafine solid with a molecular weight of 383 9. It Is readily soluble I water and b w DITROPANTR Tablat 5 mp

acids, but relatively insoluble in alkalls,
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DITROPAN Tablets and Syrup are for oral administration,

Category:
CLINICAL PHARMALOLOGY
Daybutynin chioride exerts a direct antspasmodic effect on smonth muscle and inhibits the muscarinle action of
acelyichoiine e smotth muscia. Oxyautynin chioride exhiblis anly one fifts of tha anticholinergic activity of atropine
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at 4 lacider (vasical) capacity,
dimin-ishes the frequency of unmnlbitsd contrahons of the detrusor muscle, and dalays the Initiak degire to void,
Oxybutynin chforide thus decreases urgedcy and the frequenty of both incondinent: and volumtaty urination.
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DITROPAN® (oxyputm chioride) i contraindicated In mﬁm wih: winary retgntion, gasiric ratention and oiher
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e s DITROPAN® (oxymymn mbﬁdv) should be sed with Laution In Yre frall eidery, in patients with hepatic or renal
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Other Inhibrtors of the cytoctrome PASO 34 enzyme swtem Sueh 8 anﬂﬂwmltc agemts {¢.5., iaconazole and
wmiconaznie) or macrolide aatibiotics (6.g., aiter oxgbutynin

{ngestion of 100 mg oxybityrin chicride I assaciation with alootio! has bean reporied in & 13-year-oid boy who
memory 34-year-nid woman who develdped stupar, Tollowed by disorientalion and agitation
kening, dilgled pupls, d?v skin, cardlac anvhythinia, nd retention'of urine, Both patients fully recovered with

geucmmmm(«e.c.,.mmc)m rowt, houkd

¢ used when Such drugs are co-administared

A 24mo i ot At G866 0L Sybuy cmmmn.ac.amanmalkqlnwmww:umcm
cartinogenicity Thsse dnses are approximately 6, 25, and 50-times the madmum furan wposure, bised on surtace
ares.

symptomatic reatment.
DUSAGE AND ADMINISTRATION

Bt~ The vsuat dgse s one Semg tabiet two to three fimes a.day Tha maximum recommended dose 1S one §-mg
1abiet four imes adayAbwwmdmdzsmmmﬂmumsadaﬂsrammmmdwiarmefraﬂalﬂem

Quybutynin chionde showed 10 increase of wmc activity when tested in
cerevisias and imurium tost systoms,

rabiit, 7at, and mouse dofinits avidy

3 Oxybuty! inthe by

of impaired fertlity,

Fregnangy

l%% Bﬂqmudionsmdi&sm’m% urtyriy chioride In the hamster, abiit, vat, and mouse have
definite evidenca af impaired fertility or harm m the animal rems The Wﬂw udmfmmved mmmen ma
are or who may bacome pragnan hasmtbe established. The b)ennpregmnt
women uniess, in the judgment of the physician, the prebabia ell«!oal benedlts gitwaigh e pnsstbia

Nursing Mothare
Teis not known whether 1S drug is excreted in human milk Because many drups dre excreted @ human ik, caution
should be exercised when DITROPAN is administerad o 2 nursing woman,

Podiatin Use.

The safety and wm:w; of DITROPAN administration have bean devmmd for pechiatric patients 5 yaars of age and

older (sea DOSAGE AND ADMINISTRATION).

The safety and sfflcacy of DITRY WWWOPMSYNDMNMMMMWMZBMMWW

in 8 24-week, open-label tial Patients wars aged 5-15 years, ai had

with 2 neurniogical conciion (a.q splna bifida), a!l nsmdean mnnmmmmemmm and enwe wm»maf
chioride Study resul of DITROPAN was

in oimicat and wtodynamic paramamm
At total daly deses ranging from 5 mg 1 15 mg, treatment with DTROPAN Tablets was associated with an increase
from basellnie i mean urine volume per cathelerizati ur!!mmmmeﬂsmL. mmmm}mmmm
uring valume alter moming awskmlm from 148 m. to 168 ml.,and an increass frem baseling In the masn pem
age of catheterizations without a leaking episode from. 43% t 61%. Urndymainic results k«m
consistert with the clinlcal results. Treatment with DITROPAN Tablets Witk assackied wmwn increase: baxenne

in maximen cystometric capaciy from 230 mL to 279 ml., a decreass fom basgling in i delmwmweat

miximum cystometrc capacity fram 36 o H0 10 33 om B0, and nreducﬁwlnmnewemaanmﬁﬁn‘sdmm-
strating uninhitited defrusor contractions of 3t least 15 emﬂzb) fromm 35% i 20%.
At fotal delly doses ranging from 5 mg o 30 mg, treatment wh DITROPAR Syrup was associated with an increase
irofn baseiing in mean ring vaitme per cathelertzation from mml 1] 133mlfwﬁu5namfmm hawlummemmm‘%

mrmummmsmgm was associated with g0 increass caaadty
m19nz:0mn.mm%:%m mtneinmmmmmﬂmnmmwmmmw o
(ofatleasnscmlw)fmmmmzi% .

As there I3 msufficient clinical data far pediatric nopulaﬂuns under sge 5; OITROPAN b5 not recommipnded “or this
age group.

Garlatric Use

Clinical studies of OITROPAN did not include sufficient of sub 65 whatrer they
respand differentty from younger patients, (ther reported cinical menmnas wiot Kdentifiad diffevences

betwgen healthy eldely and younger patients; nowevar. a lbwer inifial starting dgse of 2.5 mg given 2 ur 3 tmes &

urs % In general, doss selechon for wddeﬂy patient shovid be cautious, usually
BAge, mﬂecﬁng the qreare! frequency of ﬂeaeased hepatic, renal, or cirdiac function, and of cnncomlmm

da has buen recommended Tor the frall elderly due to  prolongation of e efiminetion half-ake fram 2-3 hours o
at e lowe end of Bhe

aosmg

diseasa or other drug

ADVERSE REACTIONS
The safety ang efficay of DITROPAN® (uxybustynin chioride) was avaluated in 4 fotal of 199 patients i tbres dlinical-
trials comparing DITROPAN with DITROPAN XL (see Tabie 3), These partich wars freatsd with DITROPAN
5-2(1 mg/day for up to 6 weeks, Tabls 3 shaws the incidence of arverss events |udged by investigators to be at Jeast
possiuly relatert to treatment and reported by at feast 5% of patiants. ’

Tahie 3
Incidencs (%) of Atversa Evants Repartat
By > §% of Patients Using DITROPAN (5-2D miy/day)

DITROPAN
Body System Adverse Eveat (5-20 mg/day)
(na199)
General Abdominal pain 5%
Headache G,oln
Digestive Dry mouth . 71 4%
Conshipation 128%
Nausea 10.1%
Dyspepsie 0%
Dianhes 50
Nervous Dizziness 15.6%
Somnolence J2e%
Specia sences Blutred vision 2.0%
Urogenital Urination impalred 10.6%
Post vaid
residuals incresse 8.0%
Urinary tract
infection 50%

The most common adverse events yeported by patients rece!ving mmm 5—20 m/day were e expeted side
effects of anticholinergic agents: The ingidence of dry mouth was dosa-re!

glnas%d;dmun the following adverse events ware reparted by 2 to <5% of paﬂemswuq UIROPAN 520 mg/day} in

Generalk asthenia, dry nasal and Sivus mucous mambranes; Cardiovascular balpitation; Mstabolc and Mutrttonsl

System: peripheral edema; Nervous System, insamele, nemusnese confusian; Skin: dry skin; Spsolal Sensss: iy

eyes, ste perversion,

Other atverse evants tat have heen raposted inchixle: tatfycardia, hatiucinabions, cyciostegla, mydnasts, lmpomuce,

suppression of lamtlnn vasoduataﬂun Tagh, tecreased gastrointestingl motiity; fimulence, uinary refention, con

slons and dec:eased sweati

OVERDOSABE .

Treatment shoukt be symptoratic and suppartive. Activated charcaal as well 85 a cathartic may be admimsterer,
Overdasage with oxybutynin chioride has heen assaciated with anticholinerglc: effects including ventral nlervous

system exu:lmion {80 , restiessnass, tramar, irritabiiity, comvlslons, daliriym, haliecingtions), ﬂusthmr dsﬁydra-

1ion, cardiac antihmia, vomiting, und urinary retention, Other symptoms may intiude hypotension or hyperiengion,

respiratory faliure, paralysis, ang cor

The gy day, The maximum
dosa Is one &maw«tmm fmesa day.

Saup

Aduits: The usuamo;e ] meteasmon {5 rgys mtyof syrup two 1o three Himes a day. The maximum recommended
dmlsouetenm(ﬁmglﬁ af syrup faur times a gay A |gwer staning duse of 2 5 mg twa or three times  day
is recommended for the fralf eldedy

Pediatric mﬂmomswmgiage.mewmlsmmsm {5 mgfs mL) of syrup two fimes 2 day. The
maximum tecamménded 0dse i5 on2 teaspoon (5 mgrSml) of synp thres timgs & da

HOW SUPPLIED
DITROPAN® (xvbutyrtin chicride) Tablets are suppiiet In bottizs of 100 tabets (NDC 17:314-9200-1). Biue soored tabiets

(5 mg) wemvwmmmwmmonammazm 00, separateif b2 harizonts) soors, on the other side

DITROPAN Syrp {5 mg/5 mi) i supplied iR btites of 16 fiks ources 473 mik} (NOG 17314-9201-4)

Pharnacish Dispanse in sight, lght-resistant container as datined in the SR

Store at controlled roont temperature S3-86°F (15-30°C),
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